
William Cook Europe ApS
Sandet 6, 4632 Biaeverskov

Phone: +45 56 86 86 86
Fax: ±45 56 86 86 96
CVR No. 83 74 23 1 3

~ coo kgrou p .corn

JAN 19 2007
510(k) Summary

Submitted By:

Tinia H. Andersen
WILLIAM COOK EUROPE APS
Sandet 6,
DK-4632 Bjaeverskov,
DENMARK
+45 56 86 87 60

June 09, 2006

Device:

Trade Name: Lunderquist Wire GuidefLunderquist DC Wire Guide
Proposed Classification: 870.1330 DQX

Class II, Cardiovascular

Predicate Devices:

The Lunderquist Wire Guide and Lunderquist DC Wire Guide are similar in terms of
intended use, materials of construction and technological characteristics to predicate
devices designed for diagnostic and interventional procedures.

Device Description:

The Lunderquist Wire Guide is a PTFE-coated stainless steel wire guide with an outer
diameter of .035 inches and comes in 90 to 300 cm lengths. For lengths 260-300 cm , a
radiopaque gold coil is provided on the flexible distal tip. The distal tip has 4 or 7 cm of
flexibility comes straight or as a J-curve with a 3 or 7.5 mm radius.

The Lunderquist DC Wire Guide is a PTFE-coated stainless steel wire guide with an
outer diameter of .035 inches and comes in 260-300 cm lengths. A radiopaque gold coil
is provided on the flexible distal tip. The Lunderquist DC Wire Guide is a PTFE-coated
stainless steel wire guide with a double curved tip design. The double curved distal tip
has 4 cm of tip flexibility.
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Substantial Equivalence:

These devices will be manufactured according to specified process controls and a Quality
Assurance Program. These devices will undergo packaging similar to the devices
currently marketed and distributed by William Cook Europe ApS. These devices will
undergo sterilization similar to the devices currently marketed and distributed. Being
similar with respect to indications for use, materials and physical construction to
predicate devices, these devices meets the requirements for section 510(k) substantial
equivalence.

Test Data:

The Lunderquist Wire Guide and Lunderquist DC Wire Guide were subjected to the
following tests to assure reliable design and performance under the specified testing
parameters. These tests were comprised of:

I. Tensile Testing
2. Flexible Testing
3. Functional Testing
4. Corrosion Testing
5. Radiodetectability

The results of these tests provide reasonable assurance that the devices have been
designed and tested to assure conformance to the requirements for their use as guide
wires.
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

William Cook Europe ApS JAN 9 207
c/o Ms. Tina H. Andersen
Regulatory Affairs Coordinator
Sandet 6, 4632 Bjaeverskov
DENMARK

Re: K061670
Trade/Device Name: Lunderquist Wire Guide and Lunderquist DC Wire Guide
Regulation Number: 21 CFR 870.1330
Regulation Name: Catheter guide wire
Regulatory Class: Class LI
Product Code: DQX
Dated: January 8, 2007
Received: January 10, 2007

Dear Ms. Andersen:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food. Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

If your device is classified (see above) into either class It (Special Controls) or class Iil (PMA), it
may be subject to such additional controls. Lxisting major regulations affecting your device can
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register.

Please be advised that FDA's issuance of a substantial equivalence determination does not mcan
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements. including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as sct
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.
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This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification" (21CFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(240) 276-3150 or at its Internet address http://www.fdaagov/cdrh/indastry/support/index.html.

Sincerely yours,

Brain D. Zuckerman, M.D.
Director
Division of Cardiovascular Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



Instructions for Use

10(k) Number (if known):

Device Name: Lunderquist Wire Guide and Lunderquist DC Wire Guide

Indications for Use:
The Lunderquist WVre Guide and the Lunderquist DO Wire Guide are intended for
complex diagnostic and interventional procedures where increased body,
flexibility, and low surface friction of the wire guide are needed,

Prescription Use .X OR Over-the-Counter Use
(Per 21 CFR 801.109)

(PLEASE DO NOT WRITE BELOW THIS ULNE-CONTINUE ON ANOTHER
PAGE IF NEEDED:

Concurrence of CDRH, Office of Device Evaluation (ODE)

)ivision Sign-Off)
ivision of Cardiovascular Devices
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